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NORTH CAROLINA STATE HEALTH COORDINATING COUNCIL 
 

PETITION TO ELIMINATE THE PROPOSED NEED DETERMINATION FOR 
TWO LITHOTRIPTORS FROM THE DRAFT 2024 STATE MEDICAL FACILITIES PLAN 

JULY 26, 2023 
 

 

Petitioners:   
 
Piedmont Stone Center, PLLC  (“PSC”) 
1605 Westbrook Plaza Drive, Suite 203 
Winston-Salem, NC 27103 
Contact:  Charles H. Hauser, CEO 
chauser@pdllc.com 
336.714.2600 
 
The Stone Institute of the Carolinas, LLC  (“Stone Institute”) 
c/o Baybridge Management, Inc. 
215 S Main St, Ste 201 
PO Box 4509 
Davidson, NC 28036 
Contact:  Doug Surratt 
DSurratt@baybridge.us.com 
704.502.2251 
 
HealthTronics, Inc. d/b/a Carolina Lithotripsy LP, Fayetteville Lithotriptors, LP – SC II, and 
Fayetteville Lithotripters, LP - VA I (collectively, “HealthTronics”) 
9825 Spectrum Drive, Building 3 
Austin, TX 78717 
Contact:  Scott Steele, Chief Operating Officer 
Scott.Steele@healthtronics.com 
512.721.4734 
 
 
Statement of the Requested Change:    

Petitioners PSC, Stone Institute, and HealthTronics (collectively, “Petitioners”) are each long-

time, existing providers of mobile lithotripsy services in North Carolina.   They represent five of 

the seven mobile lithotripsy providers in North Carolina, accounting for about 85% of the 

lithotripsy procedures performed in North Carolina.  See Exhibit 1.  Combined, Petitioners 

represent 181 practicing urologists.   Petitioners respectfully request that the State Health 

Coordinating Council (“SHCC”) eliminate the proposed need determination for two new 
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lithotripsy units from the Draft 2024 State Medical Facilities Plan (“SMFP”).  See Table 15D-3 of 

the Draft 2024 SMFP, p. 335, attached as Exhibit 1.   Instead, Petitioners respectfully suggest that 

the SHCC consider appointing a workgroup to analyze lithotripsy use rates and trends, which may 

inform future need determinations.  All areas of North Carolina, including rural communities, 

have access to mobile lithotripsy now.   Given its mobile nature, the service can be easily adapted 

to meet future needs, as long as there are urologists in the area to provide the service. 

Lithotripsy in General 

Kidney stones (also known as renal calculi, nephrolithiasis or urolithiasis) are made of minerals 

and salts that form inside the kidneys.  Diet, excess body weight, certain medical conditions, as 

well as certain supplements and medications, are all potential causes of kidney stones.  

Elimination of the stones from the body can be very painful.  Some stones will pass on their own, 

but others may require specific treatments.1 

Lithotripsy treats kidney stones by pulverizing them using extracorporeal shock waves (“ESW”).     

As set forth in Chapter 15D of the Draft 2024 SMFP, “[a] technician places an emitter in contact 

with the patient’s abdomen to focus the shock waves on the stone.  The shock waves then shatter 

the stone, which can be expelled in the urine.  Extracorporeal shock wave lithotripsy (ESWL) is 

the non-invasive procedure to which this section pertains.”   See Exhibit 12.   

Shock wave lithotripsy (“SWL”) is one of the preferred treatments for small to medium sized 

stones.  Its advantages include a high success rate; it is non-invasive; it involves minimal post-

procedure discomfort; and can often be scheduled quickly.3   

SWL was first performed on a patient in 1980.4   In the United States, the first SWL treatment was 

performed as an experimental clinical procedure at the Shands Hospital at the University of 

Florida in August, 1984.   The U.S. Food and Drug Administration (“FDA”) approved SWL for 

routine use in December, 1984.5  Lithotripsy has been performed in North Carolina since 1985.6     

 
1 https://www.mayoclinic.org/diseases-conditions/kidney-stones/symptoms-causes/syc-20355755. (accessed 
6/9/23). 
2 Today, the preferred terminology is shock wave lithotripsy (“SWL”).   See, e.g., 
https://www.kidney.org/atoz/content/kidneystones_shockwave#what-shock-wave-lithotripsy (accessed 6/9/23).   
3 https://urology.wustl.edu/patient-care/kidney-stones/surgery-for-kidney-stones/ (accessed 6/7/23).   
4 Chaussy, C.G. (2018). The History of Shockwave Lithotripsy. In: Patel, S., Moran, M., Nakada, S. (eds) The History 
of Technologic Advancements in Urology. Springer, Cham. https://doi.org/10.1007/978-3-319-61691-9_11 
(attached as Exhibit 2).  The Chaussy article traces the beginnings of lithotripsy to its early days in aviation 
technology and studies performed in Germany by Dornier, an aerospace manufacturer.   
5 C. Williams, J. Kaude, R. Newman, J. Peterson, and W. Thomas, Extracorporeal Shock-Wave Lithotripsy:  Long-
Term Complications, American Journal of Radiology, 150:311-315, Feb. 1988.  (attached as Exhibit 3) 
6 https://issuu.com/wfirm/docs/history-of-urologyv2 (accessed 6/7/23). 

https://www.mayoclinic.org/diseases-conditions/kidney-stones/symptoms-causes/syc-20355755
https://www.kidney.org/atoz/content/kidneystones_shockwave#what-shock-wave-lithotripsy
https://urology.wustl.edu/patient-care/kidney-stones/surgery-for-kidney-stones/
https://doi.org/10.1007/978-3-319-61691-9_11
https://issuu.com/wfirm/docs/history-of-urologyv2
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In addition to lithotripsy, there are a number of treatment options.  These treatment options 

include7: 

1. Medications, such as alpha blockers, allopurinol, potassium citrate and thiazide diuretics, 

to aid in the passing of stones and the medical management of stones8;   

2. Ureteroscopy (“URS”) is a minimally invasive outpatient procedure in which a urologist 

inserts a small scope with a camera on its tip into the patient’s ureter or kidney to look 

for stones.   If the stone is small, it may be snared with a basket device and removed whole 

from the ureter. If the stone is large, or if the diameter of the ureter is narrow, the stone 

will need to be fragmented, which is usually accomplished with a laser. Once the stone is 

broken into tiny pieces, these pieces are removed.  Similar to SWL, ureteroscopy works 

best on small to medium sized stones;9  

3. Percutaneous nephrolithotomy (also called PCNL or tunnel surgery) is used to treat larger 

or more complex stones or a large number of smaller stones in the kidney.  This procedure 

requires a small incision in the flank and is performed on an inpatient basis;10 

4. Laparoscopic and robotic-assisted surgery may be appropriate for patients with large or 

complex stones;11 and   

5. Open surgery, a more invasive surgical procedure used to directly access the stone.  

Though rarely used, open surgery may be an option for patients with very large stones or 

stones that cannot be resolved through other treatments.12 

 

Reasons for the Proposed Change: 

Petitioners have filed this petition because there has been a steady decline in lithotripsy 

utilization in North Carolina.  There is sufficient available lithotripsy capacity in all areas of North 

Carolina, including rural communities. 

There are currently eight providers of lithotripsy in North Carolina, using thirteen mobile 

lithotriptors and one fixed lithotriptor.   Petitioners own eleven of the thirteen mobile units 

serving North Carolina.  The mobile units serve host sites throughout North Carolina, including 

urban and rural communities.   Some of the mobile units also serve host sites in Virginia.  The 

fixed unit is located at Mission Hospital in Asheville.   The SMFP defines the service area for 

lithotriptors as statewide.  See Exhibit 1, Table 15D-1.  All areas of North Carolina, including rural 

 
7 See, e.g., https://www.health.harvard.edu/blog/kidney-stones-what-are-your-treatment-options-
2019071817350. (accessed 6/7/23); https://www.mayoclinic.org/diseases-conditions/kidney-stones/diagnosis-
treatment/drc-20355759. (accessed 6/7/23).     
8 https://nyulangone.org/conditions/kidney-stones/treatments/medications-dietary-changes-for-kidney-stones. 
(accessed 6/9/23).   
9 https://www.hopkinsmedicine.org/health/treatment-tests-and-therapies/ureteroscopy. (accessed 6/7/23).   
10 https://urology.wustl.edu/patient-care/kidney-stones/surgery-for-kidney-stones/.  (accessed 6/7/23).   
11 https://www.uptodate.com/contents/kidney-stones-in-adults-surgical-management-of-kidney-and-ureteral-
stones.  (accessed 6/7/23).   
12 https://www.webmd.com/kidney-stones/surgery-for-kidney-stone (accessed 6/7/23).   

https://www.health.harvard.edu/blog/kidney-stones-what-are-your-treatment-options-2019071817350
https://www.health.harvard.edu/blog/kidney-stones-what-are-your-treatment-options-2019071817350
https://www.mayoclinic.org/diseases-conditions/kidney-stones/diagnosis-treatment/drc-20355759
https://www.mayoclinic.org/diseases-conditions/kidney-stones/diagnosis-treatment/drc-20355759
https://nyulangone.org/conditions/kidney-stones/treatments/medications-dietary-changes-for-kidney-stones
https://www.hopkinsmedicine.org/health/treatment-tests-and-therapies/ureteroscopy
https://urology.wustl.edu/patient-care/kidney-stones/surgery-for-kidney-stones/
https://www.uptodate.com/contents/kidney-stones-in-adults-surgical-management-of-kidney-and-ureteral-stones
https://www.uptodate.com/contents/kidney-stones-in-adults-surgical-management-of-kidney-and-ureteral-stones
https://www.webmd.com/kidney-stones/surgery-for-kidney-stone
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communities, have access to mobile lithotripsy.  Given its mobile nature, the service can be easily 

adapted for future needs, as long as there are urologists available to provide the service. 

SMFP need determinations for lithotriptors are relatively rare, with the last such need 

determination appearing in the 2016 SMFP.  See Exhibit 4.  To the best of petitioners’ knowledge, 

since the time lithotripsy first appeared in the 1997 SMFP, there has never been a need for two 

lithotriptors in a single year’s SMFP.   

The need methodology for lithotripsy first appeared in the 1998 SMFP and has essentially 

remained the same since then.  Then, as now, the annual incidence of urinary stone disease is 

deemed to be 16 per 10,000 population.   See Exhibits 1 and 5.   Although the methodology 

describes the capacity of a lithotriptor as 1,500 cases, the methodology does not consider 

utilization of existing machines.   Rather, the methodology is based on population, a use rate of 

16 per 10,000 and a further assumption that 90% of kidney stones can be treated by SWL.       

Lithotripsy is the only technology that is regulated by an SMFP need methodology that does not 

consider utilization.13 

For the reasons explained below, no additional lithotriptors are needed in North Carolina and the 

draft need determination should be removed for 2024.    Instead, Petitioners respectfully suggest 

that the SHCC consider appointing a workgroup to study lithotripsy utilization in North Carolina.  

This may provide guidance for future need determinations.   

1. SMFP Data for Lithotripsy 

The following chart illustrates lithotripsy utilization in the 2017-draft 2024 SMFPs14:  

SMFP Year Number of 
Lithotripsy 
Providers 

Number of 
Lithotriptors 

Total Number 
of Procedures 

Number of Procedures per 
Lithotriptor 

2017 8 14 10,019 716 

2018 8 14 9,529 681 

2019 8    1515 9,253 617 

2020 8 15 8,710 581 

2021 8 15 8,952 597 

2022 8     1416 7,268 519 

2023 8 14 7,310 522 

 
13 While the data indicates the need methodology should be updated to better reflect more recent trends, 
Petitioners are not challenging the need methodology in this summer petition.   These facts are provided for 
context.  
14 Petitioners chose 2017 as the starting point because the last need determination for lithotripsy was in the 2016 
SMFP.  The SMFP contains data from two years prior, so the data in the 2017 SMFP is from 2015.   Data from the 
draft 2024 SMFP is from 2022.   
15 The increase is attributable to PSC’s implementation of an additional lithotriptor as a result of the need 
determination in the 2016 SMFP.  
16 The decrease in lithotriptors is due to Catawba Valley Medical Center giving up one of its two mobile units.   
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SMFP Year Number of 
Lithotripsy 
Providers 

Number of 
Lithotriptors 

Total Number 
of Procedures 

Number of Procedures per 
Lithotriptor 

2024 (draft) 8 14 7,926 566 
Source:   2017 SMFP-draft 2024 SMFP 

According to the SMFP data, the number of procedures reported over this time period has 

declined by 26.4%.  The number of procedures per lithotriptor has declined by 26.5%. 

2. North Carolina Population Data 

To align population data with SMFP data, Petitioners consulted population data for July 1, 2015 

and July 1, 2022.  This corresponds to data in the 2017 SMFP and the draft 2024 SMFP.   As of 

July 1, 2015, the population of North Carolina in 2015 was 10,042,80217.  As of July 1, 2022,  the 

population was 10,698,973.18  This is an increase of 6.5%.   

3. What the Data Reveals  

 

Despite strong growth in North Carolina’s population, there has been a marked decrease in 

lithotripsy utilization.  Comparing 2017 SMFP data (2015 data) to draft 2024 SMFP data (2022 

data) shows an overall decrease of 2,093 procedures.    The steepest decline occurred in the 2022 

SMFP (2020 data), with a decrease of 1,684 procedures from the 2021 SMFP (2019 data).  

Undoubtedly, COVID-19 played a role in this decrease, but as the data shows, utilization has been 

on a downward trend for several years before COVID-19.  Between the 2017 SMFP (2015 data) 

and the 2021 SMFP (2019 data), the number of procedures declined by 1,067 or 11.9%.   While 

post-COVID-19 procedure volume is slowly climbing, it is still quite low compared to pre-COVID 

volumes.  For example, the draft 2024 SMFP (2022 data) shows that procedure volume is down 

by 1,026 procedures, compared to data in the 2021 SMFP (2019 data).   

 

Additionally, the number of procedures per lithotriptor has also been on a downward trend for 

many years.   Even in the 2017 SMFP, when procedures were at their highest level in this data 

set, the number of procedures per lithotriptor was 716, which is less than half of what the SMFP 

defines as capacity (1,500 cases), and also well below 1,000 cases, which the SMFP defines as full 

utilization for projecting need.   In the draft 2024 SMFP, the number of cases per lithotriptor is 

only 566.  While some machines are busier than others, the overall picture is one of significant 

excess capacity.   See Exhibit 1.    

 

Finally, a significant portion of the existing capacity is used to serve patients in Virginia.  If the 

Virginia procedures are removed from the total, the excess capacity in North Carolina becomes 

even greater, as shown in the table below.   

 
17 https://www.census.gov/newsroom/archives/2015-pr/cb15-215.html (accessed 6/7/23).   
18 https://www.census.gov/quickfacts/NC (accessed 6/7/23).    

https://www.census.gov/newsroom/archives/2015-pr/cb15-215.html
https://www.census.gov/quickfacts/NC
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SMFP Year Total 
Procedures 

Number of 
Procedures 

performed in VA 

Percent performed 
in VA 

201719 10,019 938 9.4% 

201820 9,529 936 9.8% 

201921 9,253 1,026 11.1% 

202022 8,710 1,036 12% 

202123 8,952 827 9.2% 

2022 7,268 515 7.1% 

2023 7,310 761 10.4% 

2024 (draft) 7,926 1,188 15% 
Source:   2017 SMFP-draft 2024 SMFP 

4. What Does the Future Hold for Lithotripsy in North Carolina? 

North Carolina’s declining trend in lithotripsy utilization is not expected to change in the 

foreseeable future due to a variety of factors.  These factors include a shortage of urologists, 

prevalence of other treatments for kidney stones such as URS, and a possible preference that 

younger urologists have for URS over SWL.  Each of these contributing factors is discussed below.  

1. A shortage of urologists 

Urologists are required for lithotripsy.  Unfortunately, there is a shortage of urologists in the 

United States, and this shortage is projected to worsen over time.   Ten years ago, the UNC School 

of Medicine released a study predicting that the number of urologists in the United States would 

fall by 29% in 2025.  See Exhibit 6.   Congressman Greg Murphy from North Carolina’s Third 

District, a practicing urologist, has spoken about the shortage of urologists and the difficulties 

that hospitals and medical practices have recruiting urologists, including in North Carolina.24      

 
19 In the 2017 SMFP, two providers reported 258 procedures in South Carolina.  The South Carolina procedures are 
included in the total.   
20 In the 2019 SMFP, two providers reported 233 procedures in South Carolina.  The South Carolina procedures are 
included in the total.   
21 In the 2019 SMFP, two providers reported 162 procedures in South Carolina.  The South Carolina procedures are 
included in the total.  
22 In the 2020 SMFP, two providers reported 87 procedures in South Carolina.  The South Carolina procedures are 
included in the total.   
23 In the 2021 SMFP, one provider reported 1 procedure in South Carolina.  The South Carolina procedure is 
included in the total.  The 2022 and 2023 SMFP do not show any procedures in South Carolina.   
24 See https://grandroundsinurology.com/congressman-greg-murphy-md-on-the-urologist-shortage/ (accessed 
6/8/23).   

https://grandroundsinurology.com/congressman-greg-murphy-md-on-the-urologist-shortage/
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The American Urological Association (“AUA”) identifies addressing the urologic workforce as a 

priority.  See Exhibit 7, Our Priority:  Address the Urologic Workforce.  While there are many 

strategies to address the workforce shortage, none of these strategies is a “quick fix” for a long- 

term, systemic problem.  For example, while the CARES Act provided funding to increase the 

number of residency slots, training physicians take years and it will take years to grow the supply 

of urologists.  A 2021 white paper by Merritt Hawkins, a physician search and consulting firm, 

observed that new urologists comprise less than 2% of U.S. residency graduates each year.  See 

Exhibit 8, Urology:  Supply, Demand and Recruiting Trends, p. 3.  Further, as discussed below, if 

residents are not trained in SWL, they may be less likely to use SWL once they enter practice.    

 A 2022 paper published by AUA News observed: 

According to the 2020 American Urological Association Census, there are 

13,352 practicing urologists in the United States, an increase from 11,703 

in 2014, when the first AUA Census was conducted. The urologist-to-

population ratio has also increased from 3.70 per 100,000 in 2014 to 4.07 

in 2020. However, despite this increase 62% of counties in the United 

States currently have no practicing urologists, and the majority of 

urologists, approximately 90%, practice in a metropolitan area compared 

to just 0.4% practicing in rural areas. 

Though the increased number of practicing urologists has positive 

implications, the demographic makeup of the workforce presents 

concerns for a future shortage in the field. Specifically, a considerable and 

increasing proportion of practicing urologists are over 65 years of age, 

increasing from 23% of urologists over the age of 65 in 2014 to 30% in 

2020. Furthermore, the percent of practicing urologists under the age of 

34 years has decreased from 7.2% in 2014 to 5.4% in 2020. In combination 

with increased demand from an aging population, an aging workforce is 

cause for concern as the number of postgraduate training positions may 

not be enough to replace a rising number of retiring surgeons. 

See Exhibit 9, The Urology Workforce in the 21st Century: Trends and Predictions, May 1, 2022.   

The Journal of the American Medical Association (“JAMA”) Network published a study in 

November 2021, Projected US Urology Workforce per Capita 2020-2060.  The study employed 

two models, a continued growth model and a stagnant growth model.  The continued growth 

model assumed 13.8% more urologists joining practice every five years.   The stagnant growth 

model assumed no growth in the number of urologists joining practice.   The authors of the study 

reported:  

In 2019 there were 13,044 urologists (11,758 men [90.1%]; 1,286 women 

[9.9%]; median age range, 55 to 59 years) with 3.99 urologists per 100,000 

persons and 311 new urologists entering the workforce. In a continued 
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growth model, 2030 will have the lowest number of urologists per capita 

of 3.3 urologists per 100,000 persons, and recovery to baseline will occur 

by 2050. There are 23.8 urologists per 100,000 persons aged 65 and older 

in 2020, which decreases to 15.8 urologists per 100,000 persons aged 65 

years and older in 2035 and never recovers to its baseline level by 2060.  

In a stagnant growth model, there will be a continued decrease of 

urologists per capita with 3.1 urologists per 100,000 persons by 2060. 

There is a continued decrease in per capita urologists at each time point, 

with 13.1 urologists per 100,000 persons aged 65 years and older by 2060. 

With the impending urology workforce shortage, there will be an 

exaggerated shortage of total urologists per persons aged 65 years and 

older in both models. This projection highlights the need for structural 

changes and advocacy to maximize the available urology workforce. 

See Exhibit 10, p. 1.     

The study further observed: 

Our analysis demonstrates that prior efforts to increase the urology 

workforce have been insufficient, with problems escalating in the decades 

to come. Specifically, despite an additional 14 accredited urology residency 

programs between 2013 and 2018, our current supply of practicing 

urologists of 13,044 is still far short of the 14,400 urologists projected 

necessary to meet the demand for urological services. Our projections 

demonstrate that the disparity will worsen in the coming decades even 

with continued growth of 13.8% graduating urologists every 5 years.  

Because of the number of retiring urologists, the number of urologists per 

capita will not reach baseline 2020 levels until 2050.  Without additional 

growth of training positions, the workforce shortage will become even 

more severe, with a continued decline in urologists per capita through 

2060. We provided these 2 alternate models for workforce projections, 

understanding that the actual urology workforce will most likely fall 

between these 2 projections. Regardless, our field must be prepared to 

face a growing shortage of physicians for the next 40 years, and possibly 

beyond. 

See Exhibit 10, pp. 5-6.     

The elderly population will feel the effects of this shortage most directly.   According to the 

Urology Fact Sheet from the National Ambulatory Medical Care Survey, approximately 53% of 
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urology office visits are by patients age 65 and older.25    According to the US Census, as of July 1, 

2022, 17.4% of North Carolina’s population is age 65 or older.26   The North Carolina Office of 

State Budget and Management (“NCOSBM”) data indicates that by 2029, one in five North 

Carolinians will be at least 65 years old, and by 2031 there will be more older adults than 

children.27   

Kidney stone prevalence increases with age.  According to one study conducted from 2007-2016,  

the highest prevalence of kidney stones was found in men older than 80 years.28  See Exhibit 11, 

p. 29.   

Urologists treat many other conditions besides kidney stone disease, and they perform many 

other services besides lithotripsy.  Depending on the physician, lithotripsy may be a very small 

percentage of a urologist’s daily or weekly practice, or perhaps not even a part of the physician’s 

practice, as the trend in urology is toward increasing sub specialization.29  While the SHCC is not 

able to address the shortage of urologists, the SHCC does have the power to control excess 

capacity in lithotripsy.   Adding two additional lithotriptors to a state that is already experiencing 

excess capacity and a shortage of urologists is not sound planning or policy.        

2. Increase in URS 

While North Carolina’s need methodology does not assume that every patient with kidney stones 

is an appropriate candidate for lithotripsy, the methodology does assume that lithotripsy is 

appropriate in 90% of cases of urinary stone disease.   See Exhibit 1.  This assumption has been 

in existence since the 1998 SMFP.   See Exhibit 5.  Petitioners do not challenge the assumption or 

the methodology in this petition, but note the assumption may not reflect trends over the last 

25 years in the treatment of kidney stone disease.   Stated differently, the fact that 90% of cases 

could be treated by SWL does not mean that 90% of cases are treated by SWL.    

In February 2023, the Journal of Endourology published a study, Ureteroscopy and Shock Wave 

Lithotripsy Trends from 2012 to 2019 Within the US Medicare Dataset:  Sharp Growth in 

Ureteroscopy Utilization.   See Exhibit 12.  Using the public Medicare Physician & Other 

Practitioners database (https://data.cms.gov), the study determined case numbers of SWL and 

URS from 2012 to 2019.  The study found: 

 

 
25 The data reported on the Urology Fact Sheet is from 2015-2016.   The CDC’s website states that the Fact Sheet 
was updated on 7/21/21.   See https://www.cdc.gov/nchs/ahcd/factsheets.htm (accessed 7/3/23).   
26 https://www.census.gov/quickfacts/NC (accessed 6/8/23).   
27 https://www.osbm.nc.gov/blog/2022/12/30/ncs-population-reach-140-million-
2050#:~:text=By%202029%2C%20one%20in%20five,compared%20to%2035%20in%202000). (accessed 6/8/23) 
28 See Chewcharat A., Curhan G. Trends in the prevalence of kidney stones in the United States from 2007 to 2016. 
Urolithiasis. 2020;49:27–39. doi: 10.1007/s00240-020-01210-w. [PubMed] [CrossRef] [Google Scholar] 
29 https://www.urologytimes.com/view/subspecialization-trends-whos-doing-what-and-where (accessed 7/13/23).   

https://data.cms.gov/
https://www.cdc.gov/nchs/ahcd/factsheets.htm
https://www.census.gov/quickfacts/NC
https://www.osbm.nc.gov/blog/2022/12/30/ncs-population-reach-140-million-2050#:~:text=By%202029%2C%20one%20in%20five,compared%20to%2035%20in%202000
https://www.osbm.nc.gov/blog/2022/12/30/ncs-population-reach-140-million-2050#:~:text=By%202029%2C%20one%20in%20five,compared%20to%2035%20in%202000
https://www.urologytimes.com/view/subspecialization-trends-whos-doing-what-and-where
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In 2012, urologists performed 41,135 SWL procedures versus 21,184 URS. URS 

overtook SWL in 2017 and by 2019 was the dominant modality (60,063 URS vs 

43,635 SWL). Between 2012 and 2019, total URS cases annually increased by 

5700  . . . while the number of SWL cases peaked in 2015 and has since declined 

on average -1.6% per year . . ., while the number of urologists performing URS 

steadily rose from 1147 in 2012 to 2089 in 2019, reflecting an additional 246 

urologists (21%/year) performing URS annually.  The caseload of high-volume 

stone urologists showed similar trends with average URS cases increasing by 

2.9/year/urologist . . . and average SWL cases declining by 0.9/year/urologist. 

URS utilization has increased dramatically and outpaced SWL utilization from 

2012 to 2019 within the Medicare population. URS was increasingly used by 

both the general urologist population and high-volume stone urologists while 

SWL utilization has begun to decline. 

 

Exhibit 12, p. 219.    

 

The study goes on to describe some of the factors driving the increase in URS: 

 

Potential factors contributing to the increased utilization of URS are the 

constantly improving ureteroscope and laser capabilities, residency and 

endourology fellowship training that emphasizes management with URS 

over SWL, and the development of single-use ureteroscopes that may 

improve the attractiveness of URS for lower volume providers. 

 

Exhibit 12, p. 222.    

 

There are, of course, variations by region and practice preferences.  While Petitioners are not 

aware of any study focusing on North Carolina’s use of SWL compared to URS, the declining 

utilization of SWL as shown in the SMFP data tends to support the conclusion that other 

therapies, such as URS, are increasingly being used to treat kidney stones in North Carolina.    

 

3.  Lack of Residency Training in SWL 

Effective July 1, 2019, the Accreditation Council for Graduate Medical Education (“ACGME”), the 

organization that oversees medical residency and fellowship programs in the United States,30 

revised its program requirements for graduate medical education in urology.  ACGME removed 

the requirement that clinical facilities must contain state-of-the-art equipment to perform SWL.   

See Exhibit 13, p. 9.31    Although urology residents were once required to log a minimum number 

 
30 See https://www.acgme.org/about/overview/. (accessed 7/3/23).   
31 The 2022 ACGME Program Requirements for Graduate Medical Education in Urology make no reference to 
lithotripsy.  See Exhibit 14, p. 6.   

https://www.acgme.org/about/overview/
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of 10 lithotripsy procedures in their case logs, ACGME has deleted lithotripsy from case logs.    

Compare Exhibits 15 and 16 (2012 ACGME case logs and 2022 ACGME case logs).  Interestingly, 

ACGME has increased the minimum number of ureteroscopy cases from 60 to 90.   Compare 

Exhibits 15 and 16.   

Petitioners understand that at least some of the urology residency programs in North Carolina 

offer training in SWL,32 but not all urologists practicing in North Carolina were trained in North 

Carolina.   While there is nothing to preclude any residency training program from offering 

training in SWL, the fact that it is no longer required by ACGME suggests residents may be less 

likely to have exposure to SWL, especially if they were trained outside of North Carolina.  This in 

turn may influence how they treat kidney stones when they enter practice. 

Even before ACGME removed its SWL requirements from urology residency programs, residents 

were becoming increasingly exposed to endoscopic treatments.   According to a 2013 article in 

Urology Times,  Ureteroscopy vs. Shock Wave Lithotripsy:  Advances Spell Positive Future for Both, 

Stephen Y. Nakada, MD, professor and chairman of urology at the University of Wisconsin, 

Madison, stated: 

We're in an endoscopic epoch of urology. In training programs now, 

urologists are being exposed to endoscopic surgical approaches much 

earlier than they were years ago. Flexible ureteroscopy has gone from 

being commonly performed at the chief resident level to being commonly 

performed at the junior resident level. The residents have much more 

robust experience with endoscopic surgery in the course of their training 

program, at least in the United States, such that as they finish, they 

oftentimes have performed more ureteroscopic stone cases than they 

have shock wave lithotripsy procedures.  

As a result, they have already passed that learning curve and they're very 

facile with the required surgical techniques. It's a true trend, and it makes 

sense given how our training programs have evolved with regard to 

endoscopic surgery. 

See Exhibit 17, p. 3.  While Petitioners are not aware of any definitive study showing that younger 

urologists prefer URS over SWL for the treatment of kidney stones, the ACGME information, Dr. 

Nakada’s experience, and the declining number of lithotripsy procedures in North Carolina 

provide at least some support for the proposition that younger urologists may increasingly rely 

on URS for the treatment of kidney stones.   

 
32 See, e.g., https://school.wakehealth.edu/education-and-training/residencies-and-fellowships/endourology-
robotic-surgery-fellowship/curriculum (accessed 7/3/23).  See also https://surgery.duke.edu/education-and-
training/fellowship-programs/endourology-metabolic-stone-disease-laparoscopic-and-robotic-surgery-
fellowship/program-structure (describing urology fellowship program) (accessed 7/3/23).   

https://school.wakehealth.edu/education-and-training/residencies-and-fellowships/endourology-robotic-surgery-fellowship/curriculum
https://school.wakehealth.edu/education-and-training/residencies-and-fellowships/endourology-robotic-surgery-fellowship/curriculum
https://surgery.duke.edu/education-and-training/fellowship-programs/endourology-metabolic-stone-disease-laparoscopic-and-robotic-surgery-fellowship/program-structure
https://surgery.duke.edu/education-and-training/fellowship-programs/endourology-metabolic-stone-disease-laparoscopic-and-robotic-surgery-fellowship/program-structure
https://surgery.duke.edu/education-and-training/fellowship-programs/endourology-metabolic-stone-disease-laparoscopic-and-robotic-surgery-fellowship/program-structure


12 
 

Statement of the Adverse Effects on the Providers or Consumers of Health Services that are 

Likely to Ensue if the Change is not Made:   

If the need determination is not eliminated, the State of North Carolina will be in the unusual 

position of encouraging excess capacity in healthcare, which is directly contrary to the purpose 

of the SMFP.   Patients are harmed because money that should be spent on addressing real and 

urgent problems, including recruiting and retaining health professionals in urban and  rural areas, 

will be diverted to creating excess capacity.      The estimated cost of a new mobile lithotriptor 

and a trailer is about $2 million. 

Statement of Alternatives to the Proposed Change that Were Considered and Found not 

Feasible: 

Petitioners considered two alternatives: 1) leaving the proposed need determination as is; and 

2) petitioning to reduce the need to one lithotriptor.  Neither alternative is feasible.   For the 

reasons stated in this petition, there is no need for any additional lithotriptors in North Carolina, 

and this situation is not expected to change anytime soon.   Accordingly, Petitioners determined 

that the best course of action is to file a petition seeking to eliminate the need determination in 

its entirety. 

Evidence that the Proposed Change Would Not Result in Unnecessary Duplication of Health 

Resources in the Area: 

This petition is intended to prevent, not create, unnecessary duplication of health resources in 

North Carolina.   As demonstrated above, North Carolina has significant excess lithotripsy 

capacity now.  There is no reason to think that this excess capacity will end in the foreseeable 

future, so there is no reason to add to the excess capacity.     Approving this petition eliminates 

unnecessary duplication of health resources.  

Evidence that the Requested Change is Consistent with the Three Basic Principles Governing 

the Development of the SMFP: Safety and Quality, Access and Value: 

This petition is grounded in the three basic principles of safety and quality, access and value.   

North Carolina residents have access to lithotripsy if their physician determines that is the best 

option to treat their kidney stones.   There is significant excess capacity now, which can be used 

to accommodate even more patients who need and can benefit from SWL.  Since most 

lithotriptors in North Carolina are mobile and the service area is statewide, barriers to access are 

not due to lack of access to machines; rather, barriers may exist due to a lack of urologists.   As 

the Draft 2024 SMFP (Exhibit 1) shows, there is access to mobile lithotripsy now throughout 

North Carolina, including in rural communities.  Given its mobile nature, the service can be easily 

adapted to meet future needs.  Adding two more lithotriptors will not solve the inherent problem 

of a shortage of urologists, increase the likelihood that more urologists in residency will receive 

training in SWL, or cause urologists to choose lithotripsy over URS or other methods of treatment.          
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Conclusion 

As owners of mobile lithotriptors, Petitioners are advocates for lithotripsy and are proud of its 

long history of safe and effective care.   Petitioners are committed to providing high quality, local 

access for lithotripsy services.  Petitioners have each invested millions of dollars over many years 

purchasing state-of-the-art technology to treat stone disease.   When utilization of the existing 

lithotriptors indicates that additional capacity is needed, Petitioners would certainly support a 

future need determination, but that time has not yet arrived.   While this petition is not the 

vehicle to propose changes in the need methodology, it is apparent that the methodology should 

be changed to reflect current trends.   One option is to consider utilization of existing machines, 

which is currently not considered.  Recognizing the SHCC may not wish to make any changes now, 

the SHCC may wish to consider appointing a workgroup to study lithotripsy data and trends more 

closely, with the goal of changing the methodology.  For now, however, Petitioners respectfully 

request that the SHCC eliminate the proposed need determination for two additional 

lithotriptors in the Draft 2024 SMFP. 

Petitioners appreciate the SHCC and DHSR Planning Staff’s attention and would be pleased to 

answer any questions that SHCC members or staff may have. 
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